United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO. 



23347 7590 08/27/2009 FXAMTNFR 

GLAXOSMITHKLINE I examiner 

CORPORATE INTELLECTUAL PROPERTY, MAI B482 navarro, albert mark 

FIVE MOORE DR., PO BOX 13398 I 

RESEARCH TRIANGLE PARK, NC 27709-3398 I art unit 



paper number 



notification date I DELIVERY mode 
08/27/2009 ELECTRONIC 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 

Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the 
following e-mail address(es): 

USCIPRTP@GSK.COM 
LAURA.M.MCCULLEN @GS K.COM 
JUI.IK.D.MCI AI.I.S@GSK.COM 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/523,117 


Applicant(s) 
BERTHET ET AL. 


Examiner 

Mark Navarro 


Art Unit 

1645 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 19 June 2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) See Continuation Sheet is/are pending in the application. 

4a) Of the above claim(s) 63-65,69-80 and 89 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) EI Claim(s) 3-7.9-11. 13.17.20.22.45.50-52.54-61.82.83.85-88.90.95.96.98 and 114-132 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)E| All b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Continuation of Disposition of Claims: Claims pending in the application are 3-7,9-11,13,17,20,22,45,50-52,54-61,63-65,69- 
80,82,83,85-90,95,96,98 and 114-132. 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on June 
19, 2009 has been entered. 

Claims 1-2,8,12,14-16,18-19,21, 23-44, 46-49, 53, 62, 66-68, 81 , 84, 91 -94, 
97, and 99-113 have been cancelled, and new claims 116-132 have been added. 
Accordingly, claims 3-7, 9-11, 13, 17, 20, 22, 45, 50-52, 54-61, 63-65, 69-80, 82-83, 85- 
90, 95-96, 98, and 114-132 are pending in the instant application, of which claims 63- 
65, 69-80, and 89 have been withdrawn from further consideration as being drawn to a 
non-elected invention or a non-elected species. 

All ground of rejection in the Office Action mailed March 13, 2009 are withdrawn in view 
of Applicants amendment. 

The following new grounds of rejection are applied to the claims: 



Claim Rejections - 35 USC §112 

1. Claims 61, 127 and 131 are rejected under 35 U.S. C. 1 12, first paragraph, 
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because the specification, while being enabling for immunogenic compositions, does 
not reasonably provide enablement for vaccine compositions. The specification does 
not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and use the invention commensurate in scope with these 
claims. 

Facts that should be considered in determining whether a specification is 
enabling, or if it would require an undue amount of experimentation to practice the 
invention include: (1 ) the quantity of experimentation necessary to practice the 
invention, (2) the amount of direction or guidance presented, (3) the presence or 
absence of working examples, (4) the nature of the invention, (5) the state of the prior 
art, (6) the relative skill of those in the art, (7) the predictability or unpredictability of the 
art, and (8) the breadth of the claims. See In re Wands . 858 F.2d 731,737, 8 USPQ2d 
1400, 1403 (Fed. Cir. 1988). The Federal Circuit has noted, however, that only those 
factors that are relevant based on the facts need to be addressed. See Enzo Biochem. 
Inc. v. Calaene. Inc. 188 F.3d 1362, 1371 , 52 USPQ2d 1 129, 1 135 (Fed. Cir 1999). 

First, as set forth by Plotkin et al (VACCINES W.B. Saunders Company, 1988, 
page 571) "The key to the problem (of vaccine development) is the identification of that 
protein component of a virus or microbial pathogen that itself can elicit the production of 
protective antibodies... and thus protect the host against attack by the pathogen." This 
teaching directly addresses factors 1 , 4, 5, 6, 7 and 8. 

Second, Applicants specification provides no working examples demonstrating 
prevention with the immunogenic composition as claimed; a broadly claimed 
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combination of "Neisserial toxin antigens" and "Neisserial Iron acquisition proteins" and 
"Neisserial membrance associated proteins." Applicants specification further identifies a 
very large number of proteins which can read on this vast genus of proteins, however 
the specification does not identify which of these vast number of proteins (or 
combination thereof) contribute to a protective response. This directly affects Factors 1 , 
2, 3, 4 and 8. 

A vaccine "must by definition trigger an immunoprotective response in the host 
vaccinated; mere antigenic response is not enough." In re Wright, 999 F.2d 1557,1561, 
27 USPQ2d 1510, 1513 (Fed. Cir. 1993). 

Given the lack of guidance, lack of working examples, and the unpredictable 
nature of the invention, one of skill in the art would be forced into excessive 
experimentation in order to practice the instantly claimed invention. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 3-7, 9-1 1 , 1 3, 1 7, 20, 22, 45, 50-52, 54-61 , 82-83, 85-88, 90, 95-96, 98, 
114-11 5, and 1 1 6-1 32 are rejected under 35 U.S.C. 1 02(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Berthet et al. 
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The claims are directed to an immunogenic composition comprising at least one 
Neisserial autotransporter antigen, at least one Neisserial adhesion antigen and at least 
one different antigen, wherein each of said antigens is isolated or enriched, and wherein 
the at least one different antigen is selected from Neisserial toxin antigens, Neisserial 
Iron acquisition proteins and Neisserial membrane associated proteins. 

Berthet et al (WO 2001/009350) disclose of immunogenic compositions 
comprising Nesisserial enriched antigens Hsf, OMP85, TbpA, TbpB, FrpA and FrpC. 
(See abstract and claims; specifically claim 15). 

Given that Hsf is a Neisserial autotransporter antigen and a Neisserial adhesion 
antigen (See claim 1 17 of instant specification) and that FrpA is a Neisserial toxin, the 
disclosure of Berthet et al is deemed to anticipate the instantly filed claims. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
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Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

3. Claims 3-7, 9-1 1 , 1 3, 1 7, 20, 22, 45, 50-52, 54-61 , 82-83, 85-88, 90, 95-96, 98, 
114-11 5, and 1 1 6-1 32 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-57 and 60-71 
of copending Application No. 10/523,114. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because each set of claims 
encompasses immunogenic compositions of Neisserial Hsf and Tbp. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

4. Claims 3-7, 9-1 1 , 1 3, 1 7, 20, 22, 45, 50-52, 54-61 , 82-83, 85-88, 90, 95-96, 98, 
114-11 5, and 1 1 6-1 32 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-8, 14-20, 53, 
and 59-60 of copending Application No. 10/523,044. Although the conflicting claims are 
not identical, they are not patentably distinct from each other because each set of 
claims encompasses immunogenic compositions of Neisserial Hsf and OMP85. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark Navarro whose telephone number is (571) 272- 
0861. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi can be reached on (571) 272-0956. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Mark Navarro/ 

Primary Examiner, Art Unit 1645 
August 24, 2009 



